Hackeround

of a simple oulbreak, the second of a ne

are ‘public health care” not ‘research” Holh mvestzations mvolve a survey and a blood
ara

Lecause rmitial public heallh ("FFI-ALD") mvestizations are nol research:
- compliance
/L
—- a.spnalure need nol be required,

[That latter point is important because simply requirng a

rale by aboul 19

asked 1o spn a consent form (Singer £ Am Soc Revie

lnformation sheels for public healll studies should bhave 7 elements:
purposes of lhe stuady;
/] procedures;
/I benelils to the commumty and individual
/1] risks, if any;
3/ conlidentiality;
/6] reporiing resulls;
hom to call
Sheels
rale

The hirst hypothelical mvestigalion is of a siunple outhreak such as gastroenterits, 11 dves not
mvolve unusual or strong concerns by polential volunleers.  7he sheel gives “basic”
nformation.

/7 A

Je oL her Aypolhelical 1nvestealion 7s—of a7

concerns of volunteers, 1., asking aboul sensilive information Jes., sexual bebavior, drye use
or olher ilicit behavior, sexual orientation, etc) lesting blood for stizmatizing diseases, and
doine lhe study i the

employment.  fecause lhe sheel aaaresses almost all possible major concerns, 1t 2ives
“maximal” information

Some LA ivestpalions mveolve concerns more than “basic” bul fess lhan “maximal”
JFor mstance, a study mzht involve only non-sensitive questions, butl be done in the
orkplace.] The relevant sentence(s) in the “maximal” sheel [in lhe example cited aboutl
employment/ can simply be added to lhe “basic” mode/ sheet.

Many ndian commumlies have a Lieh prevalence of musirust of stuaies; pegple percerve and
remember stuaies as ‘laking a
value beine relurned lo the commumly. 1hus, reporting lhe resulls lo the Tribal Government



and the alfected aisiricls of e reservation —— and leling polential volunleers aboul lhal
reporiing —— also

non-/ndian communities as

local government.

The “basic” sheel has a Ol grade readabilily fevel the “maximal” has 7l grade.  Makine
nlormation understandable Lelps ensender a feeling of reciprocily bet

and the polential volunteer. o adadition, lhe mnclusion of lhe name and lelephone number of
pegple to call

of reciprocily, of beine respecled and sharine lhe endeavor, helps increase e participalion
rale

These model information sheets syggest lhal giving complele mnlormation is not a varrier, oul
rather is an aid lo luller participalion in public health studies.  Feople
participale only because lhey have nol been lold sullicien! mlformalion in an undersiandable

ay, or because lhewr concerns have nol been ans
Lave nol been permilied lo make a iruly informed aecision, or lo contripute to the public

Lealth



hasic” Moael lnformalion Sheel, # 7

The study of a [mystery| outbreak

The Centers for Disease Control ask you to help find the cause of a [mystery| outbreak.

An outbreak of [mystery] struck 50 people of the NoName Reservation last week. We
are doing this study to find the cause. We ask all people affected to answer some
questions [and let us draw blood]. The questions will take about 20 minutes; they ask
what you did just before you got sick. [We will also draw a tube of blood, to test for
fpossible disease! ]

The study may tell us the cause of the [mystery| outbreak and how to prevent it.
Only CDC will see the answers [and blood test results]. We know of no risks to you by
taking part in the study. We will tell the community and tribal government what we
find out.

Taking part is voluntary.
If you have questions about the study, please ask them now. You may ask questions

later by calling [Dr. Clara D. Clar} in Atlanta, at [(__) ———__1 or [Dr. Ida H.
Service] locally, at [—~—_] You may use a Clinic phone to make the calls.

Thank you for helping.

[Vole: The readabilily of this “basic” lnformation Sheel is 61 grade. The lext is only 175
el I has all 7 key elements lo be mnformed,)



Waximal” Mode! lnformalion Sheel, # &

The Search for the Cause of the [Mystery| Disease

The NoName Tribal Government, Council of NoName Elders, NoName Service Unit, and Centers
for Disease Control ask you to help fight the [Mystery| Disease. We need you to take part in
a study to find the cause of the [Mystery| Disease.

The [Mystery| Disease struck 25 people of the NoName Reservation in the past month.
We do not know the cause. This study will try to find out the cause. IFrom that, we
hope to prevent it from striking more people.

We ask all adults living in NoName Town to answer some questions and let us draw
blood. The questions will take about 20 minutes; they ask what you did in the past
month. We hope you will answer all questions. A trained person will draw 2 tubes of
blood in your home, just like in the Clinic. We will test the blood for infections you
had in the past. We may use your blood later to do other tests about the [Mystery|
Disease. We also may want to ask you a few other questions later.

This study may help the NoName community, your family, and you.

Everyone's answers, and their blood tests, may tell us what causes the [Mystery]
Disease. We will tell the community and tribal government what we find out, and how
to prevent the disease. We will let you know if we find out anything aboul your health
from your tests.

Only CDC will see the answers and blood test results. Your employer will not see your
answers or test results. Taking part or not will not affect your employment.

Your answers and tests are protected like medical records; they are confidential under
the Federal Government's Privacy Act. CDC has studied more than 100,000 people in
several thousand outbreaks in the past 40 years; it has maintained the privacy of all
those people.
We know of no risks to you by taking part in the study.

Taking part is voluntary.
If you have questions about the study, please ask them now. You may ask questions
later by calling [Dr. Clara D. Clar} in Atlanta, at [(__) ———__1 or [Dr. Ida H.
Service] locally, at [—~—_] You may use a Clinic phone to make the calls.

Thank you for helping the NoName Reservation gel well again.
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